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STATEMENT OF ARGUMENTS IN SUPPORT OF 
PRE-APPEAL BRIEF REQUEST FOR REVIEW 

Claims 24-51 were rejected under 35 U.S.C. § 103(a) over Gradon (U.S. Pat. No. 
6,615,834) in view of Garelick (U.S. Pat. No. 2,823,671). The Office Action includes the 
errors that follow: 

Error #1 There is no motivation to combine Gradon and Garelick as suggested 

The Examiner asserts that it would have been obvious to one of ordinary skill in the 
art to have replaced the Gradon cushion to have a same cross sectional configuration as 
taught by Garelick, in order to comfortably seal the mask to the user's face. However, the 
mask of Gradon is already provided to be more comfortable for a user to wear than prior art 
masks. See col. 2, lines 57-61. 

There is no evidence that applying the cushion configuration of Garelick to the 
Gradon mask would result in a more comfortable mask. It could be that Garelick' s cushion, 
from 1958, would be less comfortable than the Gradon cushion. Especially as Garelick 
teaches a non-pressurized air- filter mask, there is no teaching that such a mask would have a 
predictable benefit. The Examiner fails to provide any reasoning as to how the comfort of the 
cushion of Gradon would be improved if the Gradon mask was modified as suggested. In 
any event, Gradon' s mask likely is already designed to alleviate inordinate sealing forces 
applied to the nose, such that there would be nothing in Garelick to apply to Gradon. Stated 
differently, there are no apparent reasons related to comfort as to why Garelick's cushion 
configuration would be applied to Gradon' s mask. 

Moreover, the Gradon mask is a nasal only CPAP mask, including a flap-type seal 
that receives pressurized gas. In such a CPAP mask, it is important to maintain an effective 
pressure seal with the user so that the pressurized gas does not leak out. It is preferable for a 
CPAP mask to not interface with a user's chin, because the backwards pressure put on the 
chin by the mask and headgear tends to push back the user's lower jaw, closing the user's 
airways and making the CPAP treatment less effective (and/or requiring high pressures). It is 
also noted that the Gradon cushion includes the typical CPAP cushion that curls inward 
towards an interior of the mask, which helps to trap pressurized gas within the breathing 
chamber, thereby enhancing the seal. 

In contrast, the Garelick mask is a full face respirator mask with a compression-type 
cushion that surrounds the user's mouth and nose, the cushion being configured to interface 
with the user's chin. See col. 3, lines 56-62. In fact, the seal in the chin area is made more 
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rigid such that the chin area takes on more of the forces required to support the mask on the 
user's head. See col. 3, line 40 through col. 4, line 15. This is undesirable for CPAP therapy 
and CPAP masks. 

Moreover, in such a respirator mask, pressurized gas is not applied, and a "pressure 
seal" (as typically used in a CPAP mask) is not needed. Rather, in such compression-type 
seals, the sealing force is determined solely by the strap tension; pressurized gas (if any) 
plays no role in terms of sealing. Further, the Garelick cushion curls outward, which allows 
easier escape of air than an inwardly curling cushion such as the Gradon CPAP cushion. 

It would not have been obvious for one of ordinary skill in the art to have applied the 
respirator cushion of Garelick, which includes an outwardly curling cushion and does not 
require a pressure seal, to the CPAP mask of Gradon that includes an inwardly curling 
cushion and requires a pressure seal. Further, the Garelick cushion configured to interface 
with the user's chin would be inappropriate for the nasal CPAP mask of Gradon. 

Error #2 Neither Gradon nor Garelick teaches an inner leg extending in direction of 
airflow, the inner leg defining cushion opening, or the inner leg being smooth, 
continuous and uninteruppted (claims 24 and 38) 

Even if Gradon and Garelick are combinable, which is not admitted, neither Gradon 
nor Garelick disclose or suggest: 1) a cushion, in cross section, having a generally U-shaped 
configuration defining a face contacting surface, an inner leg of the U-shaped configuration 
being proximal to the frame and an outer leg defining a distal end spaced away from the 
frame, the inner leg defining an opening in the cushion, the opening being adapted to receive 
pressurized gas from the CPAP device, wherein the U-shaped configuration includes a 
connecting portion between the inner leg and the outer leg that provides said face contacting 
surface, and the inner leg extends in a continuous, uninterrupted and smooth manner in a 
direction of flow of the pressurized gas through the opening, as recited in independent claim 
24; or 2) a cushion having a generally U-shaped cross-sectional configuration, the cushion 
including an inner leg, an outer leg, and a face contacting surface formed between the inner 
leg and the outer leg, the inner leg defining an opening in the cushion, the opening adapted to 
receive pressurized gas from the CPAP device, wherein the inner leg extends in a continuous, 
uninterrupted and smooth manner in a direction of flow of the pressurized gas through the 
opening, as recited in independent claim 38. 

The Office Action admits that Gradon fails to describe the cross sectional 
configuration of the cushion. The Office Action asserts that Garelick discloses a cushion 40 
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having a U-shaped cross section defining a face-contacting surface, including an inner leg 
proximal to the frame at one end (11), and an outer leg (47) spaced away from the frame, the 
inner leg extending in a smooth, continuous and uninterrupted manner. The Office Action 
asserts that it would have been obvious to one of ordinary skill in the art to have replaced the 
Gradon cushion to have a same cross sectional configuration as taught by Garelick, in order 
to comfortably seal the mask to the user's face. 

Based on this interpretation, Garelick does not teach at least the following claimed 
features: 

First, as shown in Fig. 7 of Garelick (illustrated below), the "inner leg" of Garelick 
does not extend in the direction of air flow through the respirator, but instead extends at an 
angle to a direction of air flow through the respirator. Both the outer and inner legs of 
Garelick extend in a direction at a substantial angle to the direction of air flow through the 
respirator. 

Second, Garelick does not disclose the inner leg defining an opening in the cushion, 
as recited in independent claims 24 and 38. The "inner leg" of Garelick is instead spaced 
back from and at an angle to the opening in the cushion. In contrast, the flange portion 46 
defines the opening in the cushion of Garelick. For the inner leg of Garelick to define the 
opening in the cushion, the inner leg would need to be in the location of the flange 46. 

Portion of bead 41 (Inner Leg) 

extends at angle to direction of , inner leg extending at angle 



Non-continuous, non-smooth 
interruption (creates deacU-v 
space) 



air flow, does not define cushion 
opening 




Outwardly extending lip 47 
(Outer Leg) curves 
outward, pressure seal not 



to direction of airflow 



Flange portion 46 
(Connecting Portion) 



Direction of 
airflow 
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Third, Garelick does not disclose the inner leg extending in a continuous, 
uninterrupted and smooth manner in a direction of flow of the pressurized gas through the 
opening. The inner leg includes a non-continuous, non-smooth interruption that creates dead 
space, as noted on the above figure. This non-continuous, non-smooth interruption is needed 
to properly align and seat the bead 41 to the mask. If the Examiner considers the inner leg to 
be only the portion extending substantially parallel to the lip 47 (outer leg), then the inner leg 
does not extend in the direction of the air flow. If the Examiner considers the inner leg to 
include the portion of the bead 41 extending at an obtuse angle in the area of reference 
numeral 11, then the inner leg (including the portion in the area of reference numeral 11) will 
not be in a u-shaped configuration (and will not extend in a continuous, uninterrupted and 
smooth manner in a direction of flow of the pressurized gas through the opening). Garelick's 
inner leg contains the sharp discontinuity that would inhibit air flow and perhaps create a 
pocket that would be prone to accumulate CO2, which is undesirable. The mask of Garelick 
requires the discontinuity in the bead 41, so that the cushion will properly align to the frame 
and seat in the correct location, such that it would not be obvious to remove it or make it 
smooth. 

For at least these reasons, independent claims 24 and 38, and claims 25-37 and 39-51 
dependent therefrom, would not have been obvious over Gradon in view of Garelick. 

Error #3 Gradon in view of Garelick do not teach an inner leg that extends to the 
opening (claims 33 and 47) 

Claim 33 recites that the inner leg extends to the opening and claim 47 recites that the 
inner leg extends to the air flow opening. These features are not disclosed in Garelick as 
asserted in the Office Action. As noted above, the opening is defined by the flange portions 
46 (asserted to be the connecting portion). The inner leg of Garelick is positioned upstream 
in the direction of airflow from the opening in the cushion. For the inner leg of Garelick to 
extend to the opening, it would need to be positioned in the location of flange 46. 

For at least these reasons, dependent claims 33 and 47 would not have been obvious 
over Gradon in view of Garelick. 
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Error #4 Gradon in view of Garelick do not teach a connecting portion that has a 
generally convex shape (claims 35 and 49) 

Claims 35 and 49 recite the cushion extending from the outer leg across the 
connecting portion and to the inner leg has a generally convex shape. In Garelick, at least the 
flange portion 46 (asserted to be the connecting portion) is not disclosed as having a 
generally convex shape. Instead, the flange 46 appears to be flat, as illustrated in at least 
Figs. 1 and 3-7. 

As a result of the above, there is simply no support for the rejection of Applicants' 
claims. Applicants respectfully request that the Pre-Appeal Panel find that the application is 
allowed on the existing claims. 
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